PATENT 

Application No.: 10/519,158 

AMENDMENTS TO THE CLAIMS: 

This listing of claims will replace all prior versions and listings of clainns in the 
application: 

1 . (Currently amended). A multi-component pharmaceutical dosage form su i tab l e for 
retaining and selectively releasing a drug substance which drug substanoo can bo 
roloasod to provide a controlled drug release profile in [[the]] a gastrointestinal 
environment, choractorisod by comprising: 

a body having a base wall and a first skirt wall axiallv extending in a first direction 
from said base wall and terminating in a first rim, said bodv defining at least ono a first 
cavity sa i d cavity having a first mouth opening; and 

a first film moans connoctod fixediv attached to the feedy first rim outside of the at 
least one cavitv and closing the first mouth opening , wherein a thickness of the film is 
substantiallv thinner than a thickness of the first skirt wall and wherein the film is 
configured to be directiv adiacent the first mouth opening . 

2. (Currently amended). A multi-component pharmaceutical dosage form according to 
claim 1 wherein the body and/or the first film moans is made of materials such that the 
dosage form opens to release the drug substance in tho Gl the gastro-intestinal 

environment. 

3. (Currently amended). A multi-component pharmaceutical dosage form according to 
claim 1 wherein the firet film moans is connoctod fixediv attached to the body by a weld. 

4. (Original). A multi-component pharmaceutical dosage form according to claim 3 
wherein the weld is an ultrasonic weld. 
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5. (Currently amended). A multi-component pharmaceutical dosage form for retaining 
and selectively releasing a drug substance to provide a controlled drug release profile in 
a gastrointestinal environment, comprising: 

a bodv having a base wall and a first skirt wall axiallv extending in a first direction 
from said base wall and terminating in a first rim, said body defining a first cavitv having 
a first mouth opening: and 

a first film fixedly attached to the first rim outside of the at least one cavity and 
closing the first mouth opening: 

according to c l a i m 1 wherein the bod y compr i ses further includes a ledge formed on the 
first skirt wall between the base wall and the first rim, the dosage form further including 
a second film fixedly attached to the ledge inside of the first cavitv a first cav i tv and a 
second cav i ty thoro i n, tho f i rst and socond cav i t i es having a f i rst and a second mouth 
opening rospoct i voly, and a f i rst and second f il m moans connoctod to tho body and 
closing tho f i rst and socond mouth oponingo . 

6. (Currently amended). A multi-component pharmaceutical dosage form for 
retaining and selectively releasing a drug substance to provide a controlled drug release 
profile in a gastrointestinal environment, comprising: 

a bodv having a base wall and a first skirt wall axiallv extending in a first direction 
from said base wall and terminating in a first rim, said bodv defining a first cavitv having 
a first mouth opening: and 

a first film fixedly attached to the first rim outside of the at least one cavitv and 
closing the first mouth opening 
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accord i ng to cla i m 5 wherein the body includes a second sl<irt wall axiallv extending in a 
second direction opposite the first direction from the base wall and terminating in a 
second rim, said body defining a compris e s a base wall having an upp e r surfac e , th e 
first cavity i s dofinod by a sk i rt wa ll oxtond i ng away from tho uppor surfaco of the sa i d 
bas e wa ll to term i nat e in a rim d e fining the first mouth op e ning, the second cavity 
having a second mouth opening, the dosage form further including a second film fixediv 
attached to the second rim outside of the second cavity i s d o finod bv a skirt wa ll 
oxtond i ng away from tho lowor surfaco of sa i d baso wal l to torminato i n a r i m def i n i ng 
th e s e cond mouth opon i ng . 

7. (Currently amended). A multi-component pharmaceutical dosage form according 
to claim 6 wherein at least one of the first and/or second film moans is a bl i ster convex 
relative to the respective first and/or second mouth opening cavity . 

8. (Currently amended). A multi-component pharmaceutical dosage form according to 
claim 6 wherein at least one of the first and/or second film moans is substantially planar 
relative to the respective first and/or second mouth opening cavity . 

9. (Currently amended). A multi-component pharmaceutical dosage form for retaining 
and selectively releasing a drug substance to provide a controlled drug release profile in 
a gastrointestinal environment, comprising: 

a body having a base wall and a first skirt wall axiallv extending in a first direction 
from said base wall and terminating in a first rim, said body defining a first cavity having 
a first mouth opening: and 

a first flexible film fixedly attached to the first rim outside of the at least one cavity 
and closing the first mouth opening 
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according to claim 1 wlierein tlie body includes a second skirt wall axiallv extending in 
the first direction from the base wall and terminating in a second rim, said body defining 
a comprises a baso wal l having an upper surfaco, both tho first and second cavity 
having a oavitios aro dofinod bv adjacont sk i rt walls oxtonding from tho uppnr r.urfnnn nf 
tho sa i d baso wa ll to torm i nato in a rim defining tho rospoot i vo first and second mouth 
opening open i ngs , the first and second film moans connoctod fixedly attached to the- 
body closo both the first and second rims outside the first and second cavities, closing 
the first and second cavities mouth oponinao . 

10. (Currently amended). A multi-component pharmaceutical dosage form according to 
claim 9 wherein the first and second cavities are adjacent and are divided from each 
other by a common skirt wall and the first and second rims of the i r mouth opon i ngc are 
substantially coplanar. 

1 1 . (Currently amended). A multi-component pharmaceutical dosage form according to 
claim 1 wherein the first film moans comprises a first film layer and second film layer at 
least partially spaced apart from the first f ilm means layer and defining a compartment 
suitab l e for rotain i ng configured to retain a drug substance between said first and 
second film layers moans . 

12. (Cun'ently amended). A multi-component pharmaceutical dosage form according to 

claim 1 1 wherein tho body compris o c a baso wall and a sk i rt wall oxtond i ng thorofrom to 
torm i nato in a rim defining tho mouth opon i ng, tho mouth opening boing closed by a the 
first film moans and a layer and the second film moans layer are both fixedly attached to 
the first rim outside of the first cavity bv a weld is l ocated under tho sa i d first fi l m mnnnr . 
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to define an upper compartment b e tw e en th e first f il m m e ans and the s e cond f i lm 

13. (Currently amended). A multi-component pharmaceutical dosage form according to 
claim 1 1 wherein tho body comprisoo a base wa ll and a skirt wal l oxtonding thorofrom to 
torm i nato i n a r i m dof i n i ng tho mouth open i ng, tho f i rst mouth opening bo i ng c l osod by a 
f i rst fi l m moans and a sooond f i lm moans intormodiato botwoon tho sa i d first f il m moans 
and th e base wal l to d e fines a first compartment b e tween th e first fi l m m e ans and the 
second f i lm moans and a second compartment botwoon tho socond fi l m moans the 
second film layer is disposed between the first film laver and the base wall and the first 
film layer is convex relative to the first mouth opening . 

14. (Cancelled). 

15. (Currently amended). A dosage form according to claim 1 comprising a f i rst cav i ty 
tovlftQ wherein the body is a first body and the base wall is a first base wall, the dosage 
form further including a second body having a second base wall and a second skirt wall 
axiallv extending from said base wall and terminating in a second rim, said second body 
defining a second cavity having a second mouth opening, wherein the first and second 
a mouth opening and a sooond body compr i s i ng a socond cav i ty having a mouth 
opening wh i ch bodies are connected to each other such that the second rim surrounds 
the first rim around rospectivo rims of each mouth oponin § and [[a]] the first film means 
is disposed between and separates the first cavity from the second cavity. 
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16. (Currently amended). A dosage form according to claim 15 comprising a first 
wherein the second body which compr i s e s js a firsi capsule shell d e f i n i ng a first cav i ty, 
hav i ng a first mouth op e n i ng and an opposit e c l osed ond, 

a second and the first body compr i s e s is configured as a closure for the 
mouth opening, and tho socond body dofinos a sooond cav i ty hav i ng a socond mouth 
open i ng the capsule shell such that the first and second mouth openings are facing 
toward one another tho olosod ond of tho f i rst body whon tho socond body is in p l ace as 
a c l osure, 

and tho socond mouth opening is closed by a fi l m moans, such that tho f i lm 
m e ans is between th e f i rst and s e cond cavit i es . 

17. (Currently amended). A dosage form according to claim 16 wherein the socond 
first body fits in a plug and socket ro l at i onsh i p into the fifst second mouth opening via a 
plug and socket relationship . 

18. (Currently amended). A dosage form according to claim 16 wWeh further 



having a further third mouth opening and an opposite closed end, and wherein the 
second first body is further configured as comprises a closure for th i s further the third 
mouth opening of th i s socond capsu l e sho ll. 

19. (Currently amended). A dosage form according to claim 18 wherein the s e cond 
first body fits in a plug and socket ro l ationsh i p into the further third mouth opening via a 
in a plug and socket relationship . 




another capsule shell defining a further third cavity, 
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20. (Cancelled). 

21. (Currently amended). A dosage form accord i ng to c l a i m 18 which oompriooo 
comprising a substantially linear arrangement of: 

a first capsule shell defining a first cavity and having a first mouth opening, 
a second body fitting in a plug and socket rolationoh i p into the first mouth 
opening via a plug and socket relationship , the second body having a second cavity 
therein having a second mouth opening which is closed by a film fixedly attached to the 
second mouth opening outside of the second cavity moans , such that when the second 
body is [[so]] fitted into the first mouth opening the film moans is disposed between the 
first and second cavities, 

and a further second capsule shell defining a further third cavity and having a 
further third mouth opening into which the second body fits in plug and socket 
relationship. 

22. (Currently amended). A dosage form according to claim 16 wherein [[a]] the 
capsule shell is made of an immediate release polymer. 

23. (Currently amended). A dosage form according to claim 18 22 comprising two 
wherein the capsule shells are both made of immediate release polymer. 

24. (Currently amended). A dosage form according to claim 16 wherein the firet film 
moano c l osing the oocond mouth open i ng comprises an immediate release polymer. 

25. (Currently amended). A dosage form according to claim 18 wherein the first and 
further capsule shells and the first film moans are immediate release polymers po l ymer. 
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and th e f i rst and s e cond cav i t ie s enc l os e r e sp e ctive drug substanc e s int e nded for 
i mm e diat e re l eas e. 

26. (Currently amended). A dosage form according to claim 16 wherein component 
parts of th e dosage form the first and second bodies are connected together by a weld. 

27. (Cancelled). 

28. (Currently amended). A dosage form according to claim 24 wherein the immediate- 
release film means comprises hydroxyethyl cellulose, low molecular weight 
hydroxypropylcellulose or low-substituted hydroxypropyl cellulose. 

29. (Currently amended). A dosage form according to claim [[24]] 1 wherein the first 
film moans is 20-300 micron thick. 

30. (Previously presented). A dosage form according to claim 1 coated with a 
polymeric coating. 

31 . (Original). A dosage form according to claim 30 wherein the coating comprises a 
delayed or pulsed release polymer which dissolves or is othenwise breached in an 
environment of defined pH. 

32. (Original). A dosage form according to claim 31 wherein said polymer is an enteric 

polymer. 

33. (Cancelled). 
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34. (Currently amended). A dosage form according to claim 1 wherein the body 
comprises a delayed release polymer and the first film moans comprises an immediate 
release polymer. 

35. (Currently amended). A dosage form according to claim 5 wherein the first film 
moanc comprises an immediate release polymer and the second film moans comprises a 
delayed release polymer. 

36. (Cancelled). 

37. (Currently amended). A body suitable for use in a pharmaceutical dosage form 
accord i ng to c l a i m 1 comprising at l oast ono a base wall, a first wall extending from the 
base wall in a first direction and defining a first cavity having a mouth opening and 
adapted for connecting a polymer film thereto , and a second wall extending from the 
base wall in a second direction, opposite the first direction, and defining a second cavitv 
having a mouth opening and adapted for connecting a polvmer film thereto . 

38. (Original). A body according to claim 37 comprising a delayed release polymer or 
an immediate release polymer. 

39. (Original). A body according to claim 38 wherein the polymer comprises a delayed 
release polymer. 

40. (Cancelled). 

41 . (Currently amended). A process for the preparation of a dosage form according to 
claim 6 1 , opt i ona ll y whoroin tho body compr i soG two cavitios, comprising the following 
steps: 
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1 . Forming [[a]] the body ez^r by injection mould i ng molding of a suitab le 
polymer 

2. Optionally applying a polymer coat to the body. 

3. Filling [[a]] the first cavity with the drug substance 

4. Closing the first cavity with [[a]] the first film moans 

5. Filling [[a]] the second cavity with the same or different drug substance 

6. Closing the second cavity. 

42. (New). A multi-component dosage form according to claim 1 , wherein the base wall 
includes a thinned region having a wall thickness less than the remainder of the base 
wall. 

43. (New). A multi-component dosage form according to claim 1 , wherein the body 
includes a second skirt wall axially extending in the first direction from the base wall and 
terminating in a second rim, said body defining a second cavity having a second mouth 
opening, the dosage form further comprising a second film fixedly attached to the 
second rim outside the second cavity. 

44. (New). A multi-component dosage form according to claim 43 wherein the first film 
is made from an intermediate release polymer and wherein the second film is made 
from a polymer having a delayed release polymer. 

45 (New). A multi-component dosage form according to claim 1 wherein the body is a 
first body that further includes a second skirt wall axially extending in the first direction 
from the base wall and terminating in a second rim, said body defining a second cavity 
having a second mouth opening, the dosage form further comprising: 
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a second body having a base wall and a skirt wall axially extending therefrom 
and terminating in a rim defining a second body cavity; 

wherein the first and second bodies are connected to each other such that the 
rim of the second body surrounds the first and second rims of the first and second 
cavities of the first body; and 

wherein the first film is disposed between the first cavity of the first body and the 
cavity of the second body. 

46. (New). A multi-component form according to claim 1 wherein the first film is a 
laminate film comprising a plurality of separate layers. 

47. (New). The multi-component pharmaceutical dosage form according to claim 1 , 
wherein a ratio of the thickness of the skirt wall to the thickness of the film is greater 
than approximately 3 and less than approximately 20. 

48. (New). The multi-component pharmaceutical dosage form according to claim 1, 
wherein a ratio of the thickness of the skirt wall to the thickness of the film is greater 
than approximately 2 and less than approximately 25. 

49. (New). The multi-component pharmaceutical dosage form according to claim 1, 
wherein the film thickness in greater than approximately 20 microns and less than 
approximately 300 microns. 

50. (New). A multi-component pharmaceutical dosage form for retaining and 
selectively releasing a drug substance to and provide a controlled drug release profile in 
a gastrointestinal environment, comprising: 
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a body liaving a base wall and a first skirt wall axially extending in a first direction 

from said base wall and terminating in a first rim, said body defining a first cavity having 

a first mouth opening; and 

a first laminate film fixedly attached to the first rim outside of the at least one 

cavity and closing the first mouth opening. 

51 (New). A multi-component pharmaceutical dosage form for retaining and 
selectively releasing a drug substance to provide a controlled drug release profile in a 
gastrointestinal environment, comprising: 

a body having a base wall and a first skirt wall axially extending in a first direction 
from said base wall and terminating in a first rim, said body defining a first cavity having 
a first mouth opening; and 

a first convex film fixedly attached to the first rim outside of the at least one cavity 
and closing the first mouth opening. 

52. (New). A multi-component pharmaceutical dosage form for retaining and 
selectively releasing a drug substance to provide a controlled drug release profile in a 
gastrointestinal environment, comprising: 

a body having a base wall and a first skirt wall axially extending in a first direction 
from said base wall and terminating in a first rim, said body defining a first cavity having 
a first mouth opening; and 

a first film fixedly attached to the first rim outside of the at least one cavity via a 
welded joint between the first film and the first rim, the first film closing the first mouth 
opening. 



